FDA 510(k) Premarket Notification CLEARED

K190885 Elevation Spine Saber-C System

Aug 7, 2019

K190885 - Product code: OVE - Orthopedic 125 days to decision

Source: https://www.510kdatabase.net/k190885/

SUBMISSION DETAILS

Decision Substantially Equivalent (Cleared)
Submission type Traditional

Device classification Intervertebral Fusion Device With Integrated Fixation, Cervical (OVE)
Date received Apr 4, 2019

Decision date Aug 7, 2019

Days to decision 125 days

Third-party review No

Summary / Statement Summary

APPLICANT

Company Elevation Spine

Location Monterey, CA, US

Contact Charlie Gilbride

Website https://www.elevationspine.com

510(Kk) history

3 submissions - 3 cleared - 2019-2026

Elevation Spine develops spinal fusion systems designed to enable less invasive surgical approaches. The company
operates with a manufacturing facility in Monterey, California. Elevation Spine has received FDA 510(k) clearances from total
submissions since 2019. The company specializes exclusively in Orthopedic devices for spinal surgery. The latest clearance
in 2026 reflects continued regulatory activity and product development. The SABER-C System represents the
company&apos;s core offering-a zero-profile anterior cervical plate system that combines plate, interbody, and fixa...
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